RESPONSE 



I. Restriction Re quirement 

The Exarmnerhas determined thattheoriginalclaims are directed to two separate and distinct 

inventions under 35 U.S.C. § 121, as follows: 

Group I: Claims 1-3, said to be drawn to nucleic acids, classified in class 536, subclass 
23.5; and 

Group H: Claim 4, said to be drawn to oligopeptides, classified in class 530, subclass 
350. 

II. Res ponse to Restriction Requirement 

Inresponse to the Restriction Requirement, Applicants hereby confirm the election without 
traverse^adebyApplicants'representativeDavidHiblerduringatelephoneconferencewkhthe 
Examineron June 12,2003, to prosecute theclaimsof Group I invention (claims 1-3), drawn to nucleic 
atids.classifi^ 

and without disclaimer as being drawn to a non-elected invention. 

Applicants reserve the right to refile claims to the non-elected invention in one ormorefuture 
applications retaining the priority date of the present case and the earlier cited priority applications. 

III. Status of the Claims 

Claim 4 has been cancelled without prejudice and without disclaimer as being drawn to a 
non-elected invention. Claims 1 and 2 have been amended. New claims 5-7 have been added. 
Claims 1-3 and 5-7 are therefore presently pending in the case. 

IV . Sup port for the Amended g nd Newlv Added Claims 

Claimlhasbeenamendedtospecificallyreciteanisolatednucleicacidmoleculecomprising 

the nucleotide sequence from SEQ ID NO: 1 . Support for this claim can be found throughout the 
specification as originally filed, with particular support being found in claim 1 as originally filed. 

Claim 2 has been revised to further clarify the claim by reciting specific highly stringent 
hybndizationconditions. Support 

filed, with particular support being found at least from page 3, line 35 to page 4, line 1. 

Claims5and6havebeen added to specifically recite expression vectors comprising nucleic 



acid molecules of the present invention. Support for these claims can be found throughout the 
specification as originally filed, with particular support being found at least at page 12, Hnes 16-23. 
ClatrnVhasbeenaddedtospecificallyrecitehostcellscomprisingtheexpressionvectorof 

claim5. Supportforthisclaim can befound throughout the specification as originally filed, w,.h 
particular support being found at least at page 12, lines 23-29. 

Itwill be understood thatnonewmatterisincluded within theamendedornewlyaddedclaims. 

V Pu jpftinn of P i-is 1 -3 Under IS I I.S.C. 5 101 

The Action firstrejectsclaims 1-3 under 35U.S.C. § lOl.asallegedlylackingapatentaWe 

utility. Applicants respectfully traverse. 

Thepresentinventionhasanumberofsubstantia.andcredibleuUlittes,nottheleastofwhich 

isindiagnostic.ests.suchasforen S icanalysis,asdescribedin,hespecifica.ion,atleastfrorn P age9, 
,ine 34 to page 10, hue 3. As described in the specfica.ion at page 14, Hnes 28-32, the present 
sequence defines two silent coding single nucleotide polymorphisms - specifically: a G-or-C 
, r ansve r siona t nucleotidepositionnumberl23ofSEQroNO:l,andaC-or-T^s 1 tionatnucleotide 
positionnumber204ofSEQIDNO : l.Assuchpolymorphismsarethebasisforforens,canal y s 1 s, 

whichisu„doubtedlya" re alworld"u.ili^ 

the present claims clearly meet the requirements of 35 U.S.C. § 101. 

Applicants respectfullypointoutthattheuseofthepresentlydescribedpolymorphisms.n 
forensic analysisdoesnotrequiretheidentificationofaspecificmedtcalcondition. The presently 

described polymorphisms are useful in forensic ana.ysis exactly as they were descnbed ,n the 
specifica.ionasonginal.yfiled-specifica.ly.toitatifyindiv.dualmembersofthehumanpopulat™ 

based on the presence or absence of one ormoreofthe described polymorphisms. This.salsonot 

acaseofa-potential" utility. UsingthepolymorphicmaAersexactlyasdescribedinutespecfication 

asonginallyfieldcandefinitelydtstinguishmembersofapopulanonfromoneanote 

scenario eachmarkerisusefultodistinguish50%of thepopu.ationCnotherwords.amarkerbemg 

polymorph.cmarkersisonlypotentia.lyusefulwouldbewithou.merit.andwouldnotsupportthe 
alleged lack of utility. 

Notallnucleicacidscon.ainpolymorphicmarkers.lnfact.mebasisforforensicanalysisiste 
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facttha.suchpo^morphicmarkersa.eno.presentinallothernudeicacids.butinfac.specif.cand 
unique.oonlyacer.amsubse.ofthepoputetion.Umilapolymo^hicmarkerisacmallydesonbed.t 
cannot be used in forensic ana.ysis. Put another way, simply because there is a likelihood, even a 
signiflcantlikeliho*!,^ 

usefulinforensic analysis, until suchapolymorphtsmisactual.yiden.ifiedanddescribed.sucha 
Hkel.hoodismeaningless.Furthermore.therequirementforasB^uttlity.whichistheproper 
standardforutilityunder35US.C.§101,shouldn O tbeconfused with the requirement foraumaue 

Stiftung v. Renishuw PLC, 20 USPQ2d 1101 (Fed. Cir. 1991): 

Aninventtonneednotbethebestoronlywaytoaccompl^ 

need only be useful to some extent and in certam appl.cat.ons: [T]he fact that an 

grounds forf,ndingalackofutility."E n v,> 0 ,< ! cAC 0 ^v.AiG e0( '« e ,Mc.,221USPQ 

473, 480 (Fed. Cir. 1984) 
Justbecauseother.orevenmoreuseful, polymorphic sequences from the human genome have been 
describeddoesnotmeantha«.heuseof,hep re sentlydescribedpolymorphicmarkersforforen,c 

TrademarkOfficewou.d n olongerbe.ssuin gP a,entsonbatteries,au«omobilet, re s,go.fballs,go,f 
c,ubsandtreatmentsforavarie,yofhumand.seases,suchascancer,ju S ttonameafewpart,c U .ar 
examp.es,because,heut..ityofeachofthesecomposi,ionsisa P plicab,etothebroadc,assinwh,ch 
eachof,hesecomposi.,onsfa„s:a 1 lba«erieshavethesameu.ili.y,specif,ca„yt„provideelec.nca, 
power al.automobiletireshavethesameutility.srecifica.lyforuseonau.omobiles^llgo.fba.lsand 
golfc.ubshavemesameutility.s^if.callyforusein.hegameofgolftandal.cancertrea.men^ave 
thesameutility.specifKally.totrea.cancer.However.on.y.hebnefes.perusalofvirtua.lyany.ssue 
oftheOfficaiGazetteprovidesnumerousexamplesofpatentsbeinggrantedoneachofthe above 

compositionsnearlye^e^.Furthe^^ 
fteentoclassandsubdasssystemwouldl^anef^^ 

soielytogroupsuchcommoninventions, which would no, be required if each tnvention needed to have 
a uniaue utility. Thus, the present sequence clearly meets the requirements of 35 U.S.C. § 101. 

Furthermorcas the presentlydescribed^lymorpWsmsarepanofmefamilyofpolymorprusms 
, h a t haveawelles,abl 1 shedutility,theFederalCircuifshold I n g in; nre Br OT a.(34USPQ2dl436 
(Fed Cir 1995VW)isdirectlyo nP oint. tnBrana.theFederaiCircuitadmonishedthePaten, 
andTrademarkOfficeforconfusing-therequirementsunderthelawforobtainmgapatentwiththe 
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requirementsforobtaininggovemm^^^ 

Brana at 1442. The Federal Circuit went on to state: 

Atissuein.hiscaseisanimporiantques,ionof m e.eg~ 

• .-^^tirpandoolicv The question is, with regard to pharmaceutical 

oftneinvemion for which paten, proton is sought. Th^notanewissue^son e 
"f™ ....„.., .... ,K„.. rh . W been -mM hyrtwr. law years ago. 
SraM a.l439,emphas,sadded.Thechoiceof,he P hrase"u.i,i«yorusefulness"intheforegoing 

35 U S C § 101 and is using "usefulness" to refer to rejections under 35 U.S.C. § 112, first 
35 U S C H 101 and 1 12, first paragraph. The Federal Circuit concluded: 

> border to nrove utility the associated costs would prevent many companies from 

areas such as the treatment of cancer. 
Brana at 1442-1443, citations omitted, emphasis added. As set forth above, the present 
polvrnorphismsareusefuHnforensicanalys.sexactlyasmevweredcscribedin^ 

providedaddMnformationonthe^^ 

po.ymorphicmarKers.thiswouldnotmeanthafadditiona.research-isneededinorderforthese 

that.heinvenuonhasutility.assetformbytheFederalCircuit-sho.dingin^.whichcl^ 
asnighl.ghted.nthequoteabove.tha,^^ 

of fj!fjM a I ch^^ Vrana at 1442-1443, emphasis added). !n assessing the 

nven.,on,the k e yt er m ,s"und U e",no,"expe ri men,ation".M re .n^^O*,,90USPQ 
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214 (CCPA 1976). The need for some experimentation does not render the claimed invention 
unpatentable. Indeed, a considerable amount of experimentation may be permissible if such 
expenmentattonisroutinelypracticedinthe art. ,nreAn gs ,a*an d Griffin, S u P ra-,A mg e n ,ln,, 
C^aiPhannaceuticalCo.,^., 18USPQ2dl016(Fed.Cir. .991). Asamatterof law.itiswel, 
se,,,ed,hatapaten,neednotdisclosew h a.iswellxnownin,heart./„ re «8USPQ2dl400 

(Fed. Cir. 1988). 

I, is important to note that it has been clearly established that a statement of utthty m a 
specificationmustbeaccep,^^ 

the objective truth of such statement. In re Lan g er, 503 F.2d .380, 139!, .83 USPQ 288, 297 
(CCPA, .974; "La^O; ft « MarzoccHi, 439 F.2d 220, 224, 169 USPQ 367, 370 (CCPA, 

1971). As clearly set forth in Langer. 

AsamatterofPatentOff.ee practice, a specification which contains adisctosure of 

truth of the statement of utility or its scope. 
^ r a<297,emphasisinoriginal. As se, forth in the MPEP, "Office personne, must provide 

of ordinary sk i,.in.heart'WEP,H^Eo.«onat21«MO,emphasisadded). Absen.suehevidence 

frommeF.arniner.asfteskinedamsanwouldtead.lyuntotandmatme^sen, 

have utility in forens.c analysts, the present claims clearly meet the requirements of 35 U.S.C. J 1 

AlthoughApplicantsneedonlymake^^ 
of 35 U S C § 101 (Raytheon v. Roper, 220 USPQ 592 (Fed. Cir. 1983); In re Gottlieb, 140 
USPQ665(CCPA1964);/n re M a ;ac^U89USPQ432(CCPA1976);^ m v.a„ S , 

9 USPQ2d 1657 (Bd. Pat. App. & Inter. 1988),, Applicants point out that the presently claimed 
S e q uencesharesnear.ylOO% 1 dentityw i .h,h I eese q uencestha.arepresen,intheleadingsc 1 en, 1 f 1 c 
r e P ositoryforbiologicalse q uencedata(OenBank),eachofwhich h asbeenanno,atedbyd 1 fferent 

independentthirdpariysctentists^;/^^^ 

p o,assiumchanne.pro,ein(GenBan K access,onnumberAF202977;a, ig nmenta„dGenBanKrepor, 

provided in Exhibit A; GenBank accession number AF249278; alignment and GenBank report 
P rovidedinExhibitB;andGenBankaccessionnumberAF263835;alignmentandGenBa„kreport 
prov.dedinExhibitO.Furthermore.twoofthesegroupshavefunctionallycharac.enzedKCNQS 
(Lerche et al , J. Biol. Chen,. 275:22395-22400, 2000; Exhibit D; and Schroeder et al.J. B,ol. 
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Chem. 275:24089-24095, 2000; 
ofwhether those sld^ 

or believable . Given these GenBank annotations and scientific pubhcations, there can be noau^ign 
thatthoseskilledintheartwou^ 

potassiumchannel protein, exactly as asserted by Applicants in the specification as originally filed (see, 
atleast,page2,line 1). Thus, the present sequence clearly meets the requirements of 35 U.S. C. § 101. 

Thus,mepresentsituationdi^ 
Training Materials (pages 53-55; Exhibit F), which clearly establishes that a rejection under 
35U.S.C. § 101 asallegedlylackingapatentableutilityandunder35U.S.C. § 112, first paragraph 
as allegedlyunusablebytheskilled artisan due to the allegedlackof patentable utility (see Section VI, 
below), is not proper when afull length sequence (such as the presently claimed sequence), andhas 
a similarity score greater than 95% to aprotein having a known function (such as the nearly 100% 
identity between the presently claimed sequence and the KCNQ5 sequences, as discussed above). 
Therefore, the present sequence clearly meets the requirements of 35 U.S.C. § 101. 

Given the likelyroleofthepresentlyclaimed sequence in the regulation of neuronal excitabUUty, 
asjustoneexampleoftheutilityofthepresentnucleotide sequences, the skilled artisan would readily 
appreciate theutilityof tracking expression of the presently claimed sequence. The sr^^^^^ 
at least at page 5, lines 5-7, that the present nucleotide sequences have utility in assessing gene 
expressionpattemsusinghigh^ 

evidenced by hundreds of issued U.S. Patents, as exemplified by U.S. Patent Nos. 5,445,934, 
5,556,752,5,744,305,5,837,832,6,156,501and6,261,776. As the present sequences are specific 

markersof^^ 

of drugs thatare associated withhuman disease, those of skill in the art would instantly recognize that 
thepresentnucleotidesequenceswouldbeanideal,novelcandidateforassessinggeneexpression 
usingsuchDNA chips. Given the widespread utility of such "gene chip" methods usingpublic domain 
gene sequence information, there can be little doubt that the use of the presently described novel 
sequences wouldhaveg^ 

the utilityofsuchDNAchips, such as thepresentlyclaimednucleotide sequences, must in themselves 
be useful. 

Evidenceof the "real world" substantial utility of the present invention is further provided by the 
factthatthereisan entire industry established based on the use of gene sequences or fragments thereof 



i„agenechipfonnat.Perhapsthemos, n o te b.egeneohipcompa I1 yisAffymetnx.However,,he re a re 

m anyco mP anieswhichhave,a.onet 1 meora„other,con C entra.edontheuseofgene S e q ue n cesor 

fragmen.s.ingenechipandnon-genechipfonna.s.fore.a.npte^Genel.gic.ABI-Perkin-Etaer, 

HySeqandlncyte. In addition, onesuchcompany(Roset,aInpharmatics)wasviewed.ohavesuch 

^alworid'Waluethatitwasacquiredby^^^ 

ofmoney(netequi<yvalueofthetransac«^ 

utm.yofgenesequencesorfagmentswould.the^.appeartobewidespreadandwellestabhshed. 
Cleariypersonsofskillinthean.aswenasven.u.capitaHstsandinvestors.r.adilyrecognuethe 

uuUtybothscienuncandconrnrerc,^^ 

BiUionsofdollarshavebeeninves.edinthehumangenomeproject.resultingin useful gencmcdata 
(see eg Ven,er««/.,2001,Science29/:1304). The results have been a stunning success as the 

a„dKenned y ,2001,Science29/:1153).acarly,theusefulnessofhumangenon 1 icdata,suchas.he 

u.creationofnumerouscompaniesf^^ 

Humangenon^cinformationhasbeen^^^^^^ 

clearly meets the requirements of 35 U.S.C. § 101. 

Applicanupoin.outmatonlyexr^scquencescanbeusedto^ackgeneexpression.not 

JU „c,eicacid.E*pressionp^^^ 
orlesserlevelsintwoormoreparticularhssue^ 

^sequences such as Applicants ,n gene chip apphcations^ithom further experimentatton. 
Fu rt herr„ore,thefac,«hatothernuc.eo.idesequencesca„beusedtotrack g eneexpressionwou.dnot 
rneanthattheuseofApplicants^uencetc^kgeneexpressionisnotas^uulityCCa^,,, 
S ,iftun g ,RenisHa W PLC,su P ra). Thus, thepresen, sequence clearly meets the requirements of 
35U.S.C.§ 101. 

Asyetafurtherexam P leoftheutil,tyofthepresentlyclaimedpolynudeo«ide,asdescnbed ln 
t hespecificaUonatlea S ta,page2,Unes24-27,theprese„«nucleo.idese qU encehasa asafi cut 1 l 1 .y 
in-identificationofcodingsequence-and-mappingauniquegenetoaparticularchromosome". 

Alignment of the presently claimed sequences with GenBank accession number, AL365232, 
AU45569andAL360236(threeoverlappingclonesfromhumanchromosome6)showsthat,he 
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human gene corresponding to the presently claimed sequence is dispersed on 13 exons of human 
chromosomeeCaJignmentandfirstpageofeachoftheGenBankreports^presentedinExhibitG). 
Clearly.thepresentpolynucleotideprovidesexquisitespecificityinlocalizingmcs^regionof 
humanctmmosomeemateontainsthegeneencoang.hegivenpoly.ucleotide.au.ili.ynotsha^by 
virtually any^thernucleic acid sequences. In fact, it ,s this specificity that makes this particular 
sequence so useful. Early gene mapping techniques relied on methods such as Giemsa staining to 
identify regionsofchromosomes. However^uchtechmquesproducedgeneticmapswitharcsolution 
ofonlyStolOmegabases.fartoolowtobeofmuchhelpinidentifyingspecificgenesinvolvedtn 
disease. Theskilled artisan readilyappreciatesthestgnfficantbenefitaffordedbymarkersthatmapa 
specific locusofthe human genome, such as the present nucleic acid sequence. For further evidence 
.nsupportof the Applicants' position,theExamineris re quested,oreview,forcxample,section3of 
Venterera/. (™ P r a ,a.p P . 1317-1321,includingFig. U a,pp.l324-1325),whichdemons.ra,es<he 
significanceofexpnessedsequenceinformationinmestmcruralanalysisofg 
claimedpolynucleondesequeneedefmesabiologtcallyvalida^sequencethatprovi 
specificresourceformappingthe genome essentially as described in the Venter «a(. article. Thus, 
the present claims clearly meet the requirements of 35 U.S.C. § 101. 

Applicants respectfully remind the Examiner that onlyaminor percentage (2-4%) of the 

theclaimedpolynucleotidesequencedefmeshowtheencodedexonsareactuallysplicedtogetherto 
p r oduceanact,vetranscrip,( i .,.,.hedescribedse q ue„cesareusefulforfunc t ,onall y defmingexon 
splice-juncnonsi.AppHcantspointoutthatthecla.medsequencesidennfybio.og.callyveriM 
sp.icejunctions.asopposedtosp.icejunc.ionsthatmayhavebeenbioinformaticallypred.ctedfrom 
genomicsequence alone. Thespecificationdetailsthafsequencesderivedfromregionsadjacent.o 
the mn-on/exonboundanesofthehumangenecan be usedtodesign primes foruseinampliftcatton 
assays to detect mutations within the exons, tntrons, splice sites splice acceptor and/or donor 

sites) etc., that can be used in diagnostics and pharmacogenom.es" (specification at page 10, 
lin es3-9) Appliean K respectfuUysubmi..ha..hepracticalscien.if.cvalueof hiolo^ call yvalida.ed , 
expressed, spliced, andpolyadenylatedmRNAsequencesisreadilyapparenttothoseskilledinthe 

relevan.biologicalandbiochemicalarts.Addi.ionally.thefactma.o.hernucleotide 
usedtoidentifyexonsplicejuncuonsandmapthisspecifcregionofhumanchromosomeedoesno, 
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PLC, supra). Thus, the present sequence clearly meets the requirements of 35 U.S.C. § 101. 

' Rather.assetformbymeFederalCireui^^ 
•useful' undersection 101 if it is capable of providing some identifiable benefit." JuicyWhipInc. v. 
Orange Bang Inc., 51 USPQ2d 1700 (Fed. Cir. 1999) (citing Brenner,. Hanson, 383 U.S. 519, 
534( 1 966)).Addi,ionally,theFederalCircuithass.atedthat"(.)oviolate§101thecla,meddevice 

rnust^MsOlyincar^ofachievingauseful result." Brooktree Corp., Advanced Micro Devices, 
Inc., 977 F.2d 1555, 1571 (Fed. Cir. 1992), emphasis added. Cross v. lizuka (224 USPQ 739 
(Fed.Cir.l985rC™Ostates^^ 

§ 101". Cross at748,emphasisadded. Indeed, theFederalCircuitrecentlyemphaUcallyconfirmed 
that "anythmg under the sun that is made by man" is patentable (State Street Bank & Trust Co. , 
Signatu r ,Fm OT c i a/ GroH p/«c.,47USPQ2d 1 596,1600(Fed.Cir.l998),citing.heU.S.Sup re me 

Court's decision in Diamond vs. Chakrabarty, 206 USPQ 193 (S.Ct. 1980)). 

Finally the requirements set forth in the Action forcompliancewith35U.S.C.§ lOldonot 
comp.ywith.herequirements S etfo«hbythePaten,andTrademarkOffice(".hePTO")i 1 selffor 
compliance with35U.S.C.§ 101. While Applicants are well aware of the new Utility Guidehnes set 
forfcbytheUSFTO.Applicantsrespe^ 

theexarninationofpatentapplicationsisandalwayshasbeenthepa^ntlawsassetforth.nSSU.S.C. 

and the patent rules as set forth in 37 C.F.R., no, the Manual of Patent Examination Procedure or 
particular gutdelinesforpatentexaminationsetforthbytheUSPTO. Furthermore.itisthejobofhe 
judiciary nottheUSPTO.to interpret these lawsandrules. Applicants areunawareofanysigmfican. 
rece n tcha„gesineither35U.S.C. § 101,orintheinterpre,a.ionof35U.S.C.|101bytheSupreme 

Court ortheFederalCircuitthatisinkeepingwith the newUtility Guidelines setforthbytheUSPTO. 
Thisisunderscoredbynumerouspatentsthathavebecnissuedovertheyearsthatclaimnucleicacid 
fragmentsutatdonacomplywimtenewUtilityGuidelines.AsexamplesofsuchissuedU.S.Paten^ 
t h=Examineris,nv 1 tedtorev 1 ewU.S.PatentNos.5,817,479,5,654,173,and5,552,281(eachof 
whichclaimsshortpolynucleotides),andrecentlyissuedU.S.Pate„.No.6,340,583(whichincludes 

nowortangexamples^oneofwhich^^ 

seems to be requiring. As issued U.S. Patents are presumed to meet all of the requirements for 
P aten a bility,including35U.S.C. §§ 101andll2,firstparagraph(seeSectionVI,below),AppHcants 
submitthatthepresentpolynucleotidesmustalsomeettherequirementsof35U.S.C.§101.Wh,le 
Apphcantsunderstandthateachapplicationisexaminedonitsownmerits.Applican^areunawareof 
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anychan g e S ,o35 U .S.C. § 101,o r in.he i n,erpre.ationof35U.S.C.U01by.heSupre m e Court 

pa,e„.s,which i ssimi.ar,o.hesub J ectma«terin qU est i o„inthep re sen.appUcatio n ,assuddenlynon- 
smmto^orfaiUngtomec.unerequ.ren.n.sofBSU.S.C.SlOl.Thus.ho.dingApplicants.oad^ 
standardofuttlitywouldbe arbitrary andcapncious.and.likeotherCarvioto.ionsofdueprocess, 
cannot stand. 

Foreachoftheforegoingreasons.Arolicamssubmitutatasthepresentlyclaimednucleicac.d 

rej ec,ionofclaimsl-3under35U.S.C.§101hasbeenovercome,a„dreques.tha,.hereject,onbe 
withdrawn. 

VI p-j ^nf Claims! »^«iT«.r.»m Firs. Paragraph 

The Action nex, rej ectsclaimsl-3u n der35U.S.C.§112,firs,paragra P h, since allegedlyone 
sMUedintheartwou.dnotknowhow.ousetheinventton.astheinvenUonaHeged.yisnotsuppotted 
byaspecific.substantiaUndcredibieutiH.yoraweU.stabUshedutility.Applican.srespec.funy 

traverse. 

AppHcantssubmi.thatasciaimsl-ahavebeenshown.ohave-aspecificsubs.anfal.and 
credib.e utility", as detail in section V above, the present rejection of clatms 1-3 under 
35 U S C. § 1 12, first paragraph, cannot stand. 

Applicants therefore request that the rejection of claims 1-3 under 35 U.S.C. § 112, first 

paragraph, be withdrawn. 

VII p.j -..™ of Claim ? ^ '1-S.C. 811? Second Paragrap h 

The Action next rej ectsdaim2under35US.C. § 112,secondparagraph, as allegedly betng 

indefinite for failing to particularly point out and distinctly claim the mventton. 

TheActionrejectsc 1 aim2asallegedlyindef.nitebasedontheterm"stringenthybnd,zat,on 

conditions^becausethesr.cifichybridizationandwashingconditionsarenotrecitedin.hec,^. 

AppUcan^tressthat-aciaimneednot'descnbe'theinven.ion.suchdescnptionbeing.heroteofthe 

dtsdosure". OnUotinOcs. Inc. v. Safety Travel CHairs. Inc., 1 USPQ2d 1081, 1088 (Fed. Ci, 
WS^However.whileApplicantssubmitthatthetermissufficiemlydefirufeasanumberofstnngen. 

hybndzationcondiuonsaredefm^^^ 
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solelytaordertop rogI ess thecasemorerapidlytowardallowancetheclaimhas been revisedto recite 
specifichighlysmngemhybridizatio^^ 

re gard i ngsuchhighlys tt ingenthybridi Z ationco n ditions,atleas.frompage3,line35topage4,l ra el, 
Applicantss U bmi t tha tre visedclaim2evenmoreclearlymeetstherequ 1 rementsof35U.S.C.§112, 

second paragraph. Applicants therefore request withdrawal of this rejection. 

VIII. P- i--'"" of Clate ■> ""H>r 35 11.S.C H 11?., First Paraeraph 

TheActionne«rejectsclain,2under35U.S.C.§112,f,rstparagraph,asallegedlycontain,ng 

subject mat.ertha.was not descnbed in the specificafon in such a way as to reasonably convey to one 

claimed invention. Applicants respectfully traverse. 

35USC §112, first paragraph, requires that the specification contain a written description 
0 fthe,nvention.TheFederalCirc U i. 1 nVa S -Ca*/ n c.v.M, lte * r (19USPQ2dlllHFed.Cir. 

1991);-Ta S -C a rr)heldthatan"ap P ^ 

art that asof thefiling date sought, heor she was in possession 0 /<te inv.nri™." Vas-Ca,/,, at 11 17, 
emphasisinonginal.However.itisimrx.rtant.ono.ematfteabovenndingusesAetermsra^ 

Cir. 1989); "Gosteli") held: 

.UllLLLijqiln 1rr |^ 1 n r""-'^"''"d«nrir e exactlv.hesnbiectmatterclaimed , 

that [he or she] invented what is claimed. 
GOTK «a,1618,emphasisadded. Additionally, Vtterv. ffi rog a(6USPQ2d 1709 (Fed. Or. 1988); 
" r 7„ e r"),held"(a)s P ecifica.ionmay,withinthemeani n gof35U.S.C.§11211,containawritten 
description of a broadly clatmed invention without describing all species that claim encompasses" 
( W „r,atl714). Therefore, al. Applicants mustdo,ocomplywith35U.S.C.§ IRfirstparagraph, 
is to convey the invention with reasonable clarity to the skilled artisan . 

Futther.theFederalCircuithasheldtha. an adequate descriptionofachemicalgenus-tequires 
aprecisedefimtion.suchasbysuucture.formula, chemical name or physical properties" sufficient*, 
distinguish m egenusfro m o*er m atena.s.F fera v.5 US a nO ,25USP<32dl601,1606(F=d.Cir.l993; 
.^^jF^goesontoholdthatthe-applicationsatisfiesthewrinen description requirement s,nce 
..setsforththe.. . nucleotide sequence"(F icre a.l607). Inotherwords.provistonofastructure and 
formula-thenucleotide sequence ■ renders the application incompliance with35U.S.C.§ 112,f.rst 
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paragraph. 

More recently, the standard for complying with the written description 
involving chemical materials has been explicitly set forth by the Federal Circuit: 
mclairr*involvingcte^^ 

what the generic claims encompass. One skilled in the art can distinguish such a 
formulafromothersandcanidentifymanyofthe species that the claims encompass. 
Accordingly such a formula is normally an adequate description of the claimed genus. 
Regents of Univ. of California v. Eli Lilly and Co. A3 USPQ2d 1398, 1406 (Fed. 
Cir. 1997). 

Thus,aclaimd eS cribingagenusofnucleicacidsbystructure,formula,chermcalnameorphy^^ 
properties sufficientto allow oneof ordinary skillinthe art to distinguish the genus from other materials 
meets the written descriptionrequirementof 35U.S.C. § 112, first paragraph. As further elaborated 
by the Federal Circuit in Regents of Univ. of California v. Eli Lilly and Co. : 

Inclaimstogeneticmaterial...agenericstatementsuchas'vertebrateinsulincDNA' 
or 'mammalian insulin cDNA', without more, is not an adequate written description of 
thegenusbecauseitdoesnotdistinguishtheclaimedgenusfromothersexceptby 
function. It doesnotspecifically define anyofthe genes that fall within its definition. 
It does not define any ^mrtnral features commonly pos sessed b y members or the 
genusthatdistinguishthemfromothers. One skilled in the art cannot, as one can do 
with a fully described genus, visualize or recognize the identity of members ot the 
genus. (Emphasis added) 

TTms.asopposedtothea^ 

Fim ,thenucleicacids^ 
or amethodof isolation, bu^^^ 
the sequence itself 

Usingthe nucleic acid andamino acid sequences of the present invention (as setforth in the 
Sequencensting),mesldl^^ 
othernuilerialsantheb^ 

SEQ TD NO:2 and hybridize to SEQ ID NO: 1 or the complement thereof under specific highly 
stringenthybridizationconditions are within the genus ofthe instant claims, while those that lack this 
struc tural feature lie outside the genus. Claim 2 thus meets the written description requirement. 

For each of the foregoing reasons, Applicants submit that the rejection of claim 2 under 
35 U.S.C. § 1 12, first paragraph, has been overcome, and request that the rejection be withdrawn. 
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IX. Priority 

The Action next states that priority to the claimed provisional application 60/194,255 is denied. 

Applicants respectfully traverse. 

Theentire discussion of this issue by the Office is improper. It is well established thattheonly 

time that an Examinercanconsid^ 

art"iscited(see,forexample,MPEP201.15). That is, priority can only be considered when a prior 

artreferenceiscited^^ 

filingdateoftheapplicationun^ 

in the present case. 

Accordingly,theissueof priority to the claimed provisional application has been improperly 
ra 1S ed.Itisnotan appropriate use of Applicant's resources to make extensive arguments concerning 
anissuethatshouldneverhaveenteredontherecordHowever.Applicantspointout that the present 
application complies with the requiiements of 35 U.S.C. § 119(e). It names the same inventors, Yi Hu, 
James Alvin Kieke, C. Alexander Turner, Jr.,Michael C. Nehls, Glenn Friedrich, Brian Zambrowicz 
and ArthurT. Sands; contains aspe^^ 

was filedduringtheco-pendencyofthe provisional application; and claims an invention that is disclosed 
in theprovisionalapplicationinamannerprovidedby35U.S.C. § 112, first paragraph. Specifically, 
SEQIDNOS:l and2in provisional application 60/194,255 areitoicaltoSEQIDNOS:l and2in 
thecurrentapphcation. Applicants therefore truest that me denial ofpriority to me claimed prov^ 
application 60/194,255 be withdrawn. 

X. Re jection of Claims 1 and 2 Under 35 U.S.C. § 102(e) 

TheActionnextrejectsclaim S land2under35U.S.C.§102(e),asallegedlyanticipatedby 

Blanar e ^/.(U.S.PatentNo.6,403,360;"Blanar"). While Applicants do not necessarily agree with 
the present rejection, as claim 1 has been amended to recite an isolated nucleic acid molecule 
comprisingthenucleotidesequenceofSEQroNO:l,andasclaim2recitesanisolatednucleicaci 

moleculethatencodeSEQI^ 

specifichighlystringenthybridizationcondition S ,neitherofwhicharetaughtorsuggestedbyBlanar, 
Applicantssubmitthattherejectionofclaim S land2under35U.S.C.§102(e)hasbeenovercome. 

Applicants therefore respectfully request that the rejection of claims 1 and 2 under 
35 U.S.C. § 102(e) be withdrawn. 
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XI. Conclusion 

ThepresentdocumentisaMl and complete response to the Action. In conclusion, Applicants 

subn^tthaUn^^ 

favorableacnonisresp^ 

bel ievethatcerta^ 

the undersigned Applicants' representative is earnestly solicited. 

Respectfully submitted, 
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David W. Hibler 
Agent for Applicants 
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